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Amendments to the Claims,; 

This listing of claims will replace all prior versions and listings of claims in the 
application. 

Listing of Claims : 

1. (Original) A chromatographic assay device for the analysis of an analyte in a liquid 
sample, said device comprising: 

a) chromatographic medium having a proximal sample application zone and a distal 
test zone, in which the test zone contains a first Itgand capable of binding with the 
analyte to form an analyte-ligand complex; 

b) a spatially distinct reservoir containing a labeled reagent capable of binding to the 
analyte-ligand complex; 

c) an absorbent sink which is positioned to be capable of drawing the contents of the 
spatially distinct reservoir through the test zone; and 

d) means for contacting the spatially distinct reservoir with the chromatographic 
medium so that the labeled reagent migrates from the reservoir to the absorbent 
sink, and thereby through the test zone to determine the presence or absence of the 
analyte. 

2. (Original) The assay device of claim 1 wherein the labeled reagent Is labeled with 
a colloidal particle. 

3. (Original) The assay device of claim 1 wherein the labeled reagent is labeled with 
gold. 

4. (Original) The assay device of claim 1 wherein the first ligand is an unlabelled 
capture antibody. 
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5. (Original) The assay device of claim 4 wherein the labeled reagent is a detection 

antibody. 



6. (Original) A chromatographic assay device for the analysis of at least one analyte 
in a liquid sample/ said device comprising: 

a) a chromatographic medium having a proximal sample application zone and a 
distal test zone, in which the test zone contains a first ligand capable of binding with 
the analyte to form an analyte-ligand complex; 

b) at least one spatially distinct reservoir containing a labeled reagent capable of 
binding to the analyte-ligand complex; 

c) at least one absorbent sink which is positioned to be capable of drawing the 
contents of the at least one spatially distinct reservoir through the test zone; and 

d) means for contacting the spatially distinct reservoir with the chromatographic 
medium so that the labeled reagent migrates from the reservoir to the absorbent 
sink, and thereby through the test zone to determine the presence or absence of the 
analyte. 

7. (Original) The assay device of claim 6 wherein the labeled reagent is labeled with 
a colloidal particle. 

8. (Original) The assay device of claim 6 wherein the labeled reagent is labeled with 
gold. 

9. (Original) The assay device of claim 6 wherein the first ligand is an unlabelled 
capture antibody. 
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10. (original) The assay device of daim 9 wherein the labeled reagent is a detection 
antibody. 

11. (Currently amended) A method for determining the presence or absence of at 
least one analyte in a liquid sample comprising the steps of: 

a) providing a chromatographic assay device comprising a chromatographic medium 
having a test zone containing at least one immobilized ligand capable of binding the 
analyte and thereby forming a ligand-analyte pair, and further comprising at least 
one spatially distinct reservoir containing a labeled reagent capable of binding to the 
ligand-analyte pair, and further comprising an absorbent sink; 

b) contacting the liquid sample with a proximal end of the chromatographic medium 
such that the sample is chromatographically transported to a distal test zone, and 
thereby form a ligand-analyte pair; 

c) contacting the labeled reagent and the absorbent sink with the chromatographic 
medium to chromatographically draw the labeled reagent through the test zone; and 

d) detect i ng the presence of bound - labo l od reagent w i th the li gand onalyto pair at 
tho tost zone detecting bound labeled reagent at the test zone to determine the 
presence or absence of at least one analyte in the liquid sample. 

12. (Original) The method of claim 11 in which the liquid sample is selected from the 
group consisting of blood, urine, and saliva. 

13. (Original) The method of claim 11 in which the liquid sample is blood. 

14. (Original) An analytical test device suitable for determining the presence, 
absence, or quantity of an analyte in a liquid sample said device comprising a 
housing which contains: 



4 

PAGE 6/10 * RCVD AT 2/14/2007 2:1 1 : 1 3 PM [Eastern Standard Time] * SVR:USPTO-EFXRF«5/13 * DNIS:2738300 * CSID:41 65957306 * DURATION (mm-ss):02-58 



Feb-14-07 02:09pm Frora-SlbBAS LTD 416595 7306 T-278 P .-007/010 F- 

Application No; 1 0/71 1408 
Attorney Docker: 12927-11 LAB 

(a) a first component which is a chromatographic test strip through which the sample 
flows by capillary action from a sample application zone to contact a downstream 
test zone on the test strip, said downstream test zone containing an unlabelled 
immobile first reactant which reacts with the analyte if present to form an unlabelled 
reactant/analyte product; 

(b) a second component separated from the first component and carrying a second, 
mobilizable, labeled reactant which is so placed on as to be moved into contact with 
the unlabelled reactant/analyte product to form a detectable unlabelled 
reactant/analyte/labeled reactant complex; 

said first reactant and said second reactant being Initially separate but In a spatial 
relationship such that they can be brought together after formation of the unlabelled 
reactant/analyte product to permit the reaction which forms the detectable 
unlabelled reactant/analyte/unlabelled reactant complex. 

15. (Previously amended) A device as in claim 14 further comprising an absorbent 
sink provided downstream of said test zone. 

16. (Original) A device as in claim 14 wherein the label is a colloidal particle label. 

17. (Original) A device as in claim 14 wherein the label is gold. 

18. (Original) A device as In claim 14 wherein the first reactant is an unlabelled 
capture antibody and the analyte is an antigen which the antibody binds to form a 
reaction product. 

19. (Original) A device as in claim 18 wherein the second reactant is a labeled 
detection antibody which forms a complex with the reaction product. 
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20, (Original) A device as in claim 19 wherein the label is gold. 

21. (Currently amended) A method for determining the presence, absence or 
quantity of at least one analyte in a liquid sample comprising the steps of: 

a) providing an assay device comprising a housing which contains 

i. a first component which is a chromatographic test strip through which the sample 
flows by capillary action from a sample application zone to contact a downstream 
test zone on the test strip, said downstream test zone containing an unlabelted 
immobile first reactant which reacts with the analyte if present to form an unlabelled 
reactant/analyte product; 

ii, a second component separated from the first component and carrying a second, 
mobilizable, labeled reactant which is so placed on as to be moved into contact with 
the unlabelled reactant/analyte product to form a detectable unlabelled 
reactant/analyte/labeled reactant complex; 

said first reactant and said second reactant being initially separate but in a spatial 
relationship such that they can be brought together after formation of the unlabelled 
reactant/analyte product to permit the reaction which forms the detectable 
unlabelled reactant/analyte/labelled reactant complex; 

b) contacting the sample application zone with the liquid sample such that the 
analyte moves to the test zone by capillary action to form a reaction product; 

c) contacting the labeled reagent with the reaction product to form a detectable 
reaction complex; and 

d) detecting the presence ofthe react i on comp l ex detecting the reaction complex to 
determine the presence, absence or quantity of said at least one analyte in the liquid 
sample. 
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22. (Original) The method of claim 21 in which the assay device includes an 
absorbent sink on one of the components to facilitate the capillary movement of the 
liquid sample. 

23. (Original) The method of claim 21 in which the analyte Is human chorionic 
gonadotropin. 

24. (Original) The method of claim 21 in which the liquid sample is selected from the 
group consisting of urine, blood, and saliva. 

25. (Original) The method of claim 21 in which the liquid sample is human blood. 

26. (Original) A test kit containing the device of claim 1 in packaged combination 
with instructions for use. 

27. (Original) A test kit containing the device of claim 14 in packaged combination 
with Instructions for use. 
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